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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 
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DETAILED ACTION 

Receipt is acknowledged of the amendment filed 12/22/2008. 



The rejection under 35 USC 103(a) over Holt et al is withdrawn in view of 
applicant's amendment. 



The following rejection is made in view of applicant's amendment: 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1,2, 4,5, 8-13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Holt et al (S Patent No. 6,740,341) in view of Mukherji et al (US 



Patent No. 6,565,877). 
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Holt et al discloses a taste masking formulation comprising a core containing the 
drug, a taste masking layer, and a spacing layer around the core sequestering it from 
the taste masking layer (see Abstract; col. 2, lines 15-37). The inner "spacing layer" 
comprises ethyl cellulose, methyl cellulose, hydroxypropyl cellulose or hydroxy propyl 
methyl cellulose (see col. 5, lines 65-67; col. 6, line 1). Antibiotics are among the drugs 
which need taste masking as shown at col. 3, line 64. The enteric layer may be 
aminoalkyl methacrylate copolymer (see col. 6, lines 40-41). Coated particle size range 
may be up to 850 microns (col. 7, lines 19-24). Taste masking and spacer layer 
thickness are both disclosed as between 5 and about 75 microns (see claim 1). The 
core drug particles would therefore fall within the claimed size parameters, given that 
the core size must fall within the maximum limitations of the coated particle, minus 
those of the two coatings. Holt et al sets out multiple drug particles in the core at col. 7, 
lines 8-1 0. Amount of drug (antibiotic) is disclosed as between 0 and 60% at col. 5, 
lines 1-3. Disintegrable tablets are disclosed at col. 8, line 45. Holt et al differs from the 
instant claims in that copolymers of methacrylic acid and methyl methacrylate or 
methacrylic acid and ethyl acrylate are not specifically recited. However, along with 
Eudragit E100, Holt et al states, "any material which can meet these objectives is 
specifically contemplated." (see col. 6, lines 38-39). 

Mukherji et al specifically sets out a taste masking composition of methacrylic 
copolymers(see Abstract). Copolymers of methacrylic acid and methyl methacrylate or 
methacrylic acid and ethyl acrylate are specifically disclosed for this purpose at col. 2, 
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lines 48-62. particles in suspension are set out in claim 35 of Mukherji et al. Therefore, 
those of ordinary skill would have found it well within their skill to select an antibiotic as 
the drug which requires taste masking, and further to coat this core with two layers as 
taught by Holt et al , with the modification being an outer coating comprising 
copolymers of methacrylic acid and methyl methacrylate or methacrylic acid and ethyl 
acrylate as instantly claimed for the same art recognized purpose of taste masking and 
enteric drug delivery as suggested Mukherji et al. Therefore, those of ordinary skill 
would have further expected similar taste masking and therapeutic results form the 
instant formulations given the disclosure of Holt et al. in view of the taste masking 
properties of copolymers of methacrylic acid and methyl methacrylate or methacrylic 
acid and ethyl acrylate as taught by Mukherji et al. The instant claims would have been 
obvious to one of ordinary skill in the art at the time of invention given the disclosures of 
Holt et al in view of Mukherji et al. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Carlos A. Azpuru whose telephone number is (571) 272- 
0588. The examiner can normally be reached on Tu-Fri, 6:30 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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